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October 5,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201 (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

The ingredients in Earth’s 
Promise contain vitamins, 
minerals, and key compounds 
that have been shown in 
scientific research to support 
major body systems.* These 
foods are also high in 
antioxidant activity to help 
reduce the effects of oxidative 
stress.* 

Fiber Blend: inulin from Chicory root, 
guar gum seed extract Greens 
Blend: barley grass, alfalfa sprouts, 
broccoli sprouts, radish sprouts, oat 
grass, wheat grass, alfalfa juice 
concentrate, Fruit Blend: mango fruit, 
kiwi fruit, strawberry fruit, Vegetable 
Blend: broccoli flower, cabbage leaf, 
carrot root, collard greens, tomato 
fruit, mustard greens, kale leaf, 
spinach leaf, 
Green Tea Leaf Extract, Seaweed 
Blend: dulse, blue-green algae, kelp 
leaf and stem. Stevia Leaf Extract 

97s 0162 LET /q772 
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I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /o lslocr 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerely, 

kchael P. Devereux 
Chief Financial Officer 

Earth’s Promise 9e 
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October 5,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

Earth’s 
Promise” 

Young grasses provide 
much higher nutrient levels 
than maturing grasses. The 
barley, oat and wheat 
grasses in Earth’s Promise 
are organically grown and 
contain high levels of 
vitamins, minerals and 
amino acids. They are also 
sources of potent 
antioxidants and essential 
nutrients.* 

guar gum seed extract Greens Blend: 
barley grass, alfalfa sprouts, broccoli 
sprouts, radish sprouts, oat grass, wheat 
grass, alfalfa juice concentrate, Fruit 
Blend: mango fruit, kiwi fruit, strawberry 
fruit, Vegetable Blend: broccoli flower, 
cabbage leaf, carrot root, collard greens, 
tomato fruit, mustard greens, kale leaf, 
spinach leaf, 
Green Tea Leaf Extract, Seaweed Blend: 
dulse, blue-green algae, kelp leaf and 
stem, Stevia Leaf Extract 



I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

#uwL 
By: 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: lo woq 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 

Earth’s Promise 1 Oe 
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October 5,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

The glutathione peroxidase and 
superoxide dismutase enzyme 
system are part of the body’s built 
in system for neutralizing free 
radicals. However, fruits and 
vegetables, provide additional 
antioxidants that also quench free 
radicals.* These antioxidants 
from dietary sources have been 
the focus of clinical trials 
documenting their healthy 
supportive effects.* 

Fiber Blend: inulin from Chicory 
root, guar gum seed extract Greens 
Blend: barley grass, alfalfa sprouts, 
broccoli sprouts, radish sprouts, oat 
grass, wheat grass, alfalfa juice 
concentrate, Fruit Blend: mango 
fruit, kiwi fruit, strawberry fruit, 
Vegetable Blend: broccoli flower, 
cabbage leaf, carrot root, collard 
greens, tomato fruit, mustard 
greens, kale leaf, spinach leaf, 
Green Tea Leaf Extract, Seaweed 
Blend: dulse, blue-green algae, kelp 
leaf and stem, Stevia Leaf Extract 



. 

. 
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I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. 

+&&l&i 

By: 
Robert C. Doster 

Title: Senior Vice P resident of Scientific Affairs 

Date: lb IS& 

If you have any questions, please contact Robert Doster, Senior Vice P resident of Scientific Affairs, at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 

Earth’s Promise 11 e 
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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

October 7,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

magnesium showed support for healthy 
bones in older individuals.* Some of the 
potassium and magnesium-rich 

nts found in Earth’s Promise 
tomato, broccoli, carrots and 

Flower, Cabbage Leaf, Tomato 
Fruit, Carrot Root, Spinach Leaf 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

* 

x_  

By: #u&k4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 147 /oY 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608, 

Sincerely, 

Chief Financial Officer 

Earth’s Promise 17e 



INTEGRATIVE THERAPEUTICS INC.‘ ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica %  

Tyler Encapsulations c Vitaline Formulas PHYTOPHARMICA’ 
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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

FNZYMATICTHFRAPY Wilsonville, OR 97070 P: 920.469.1313 e F: 888.570.6460 (Enzymatic) 

“N” GRPDRATED P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 
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October 12.2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Promise” studied foi their support of cardiovascular health.* 
Fourteen weeks of treatment with broccoli sprouts 
that contained the naturally occurring compound, 
glucoraphanin, showed significant antioxidant 
support for cardiovascular and kidney function.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that-the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Id/r/o 4 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 
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INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
cr 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

October 12,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: La /l&/Oq 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 



FNZ~TMATIC THERAPY 
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INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica & 

Tyler Encapsulations c Vitaline Formulas PHYTOPHARMICA’ 
-__ ---- .------__-- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: X13.582.0467 P: 920.469.9099 6 F: 920.469.4418 (Phyto) 

- 

October 13,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 10113 /by , 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, F 

kJJP&+ Michael P. Devereux 
Chief Financial Officer 

\ 
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9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

- 

October 13, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Promise” macular health, green tea consumption is also 
associated with cardiovascular support, and 
research also shows that green tea may regulate 
mitochondrial functions and have iron chelating 
DroDerties.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are trnthfnl and not misleading. 

By: 
#mu 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: lo/j 3 /M 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 
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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 d F: 888.5706460 (Enzymatic) 

P: 503.582.8386 t F: 503.582.0467 P: 920.469.9099 1 F: 920.469.4418 (Phyto) 

October 13, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

ICE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PromiseTM healthy cholesterol levels already within normal 
limits, guar gum also plays a part in regulating 
blood glucose levels already within normal limits.* 
In clinical trial, guar gum significantly supported 
blood alucose levels comoared with controls.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
jlim&L 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: lD [3 /Oq 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

M:chael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations Q Vitaline Formulas 
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9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 Q F: 503.582.0467 

ENZYMATIC THERAPY’ 
a 

PHYTOPHARMICA’ 
______-.- ___--- 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 6 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 t F: 920.469.4418 (Phyto) 

- 

October 13,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply witb section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Skceu p . b+ 

Michael P. Devereux 
Chief Financial Officer 



FNzYMATICTHFIL~~Y 
INCLRPORATED 

INTEGRATIVE THERAPEUTICS INC.’ 
NF Formulas l PhytoPharmica 

Tyler Encapsulations o Vitaline Formulas 
-__-- ----___--- 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 l F: 503.582.0467 

ENZYMATIC THERAPY’ 
L 

PHYTOPHARMICA’ 
_____ ~___-____.^---.---.-... 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

- 

October 14,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
m nature. 

PromiseTM healthy eye function.* Lutein and zeaxanthin are Leaf, Tomato Fruit, Collard 
found in high concentrations in green vegetables, Greens, Mustard Greens, 
such as spinich, mustard greens and kale. Studies Kale Leaf, Spinach Leaf 
have shown that intake of lutein and zeaxanthin- 
rich foods are associated with macular support.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statemen s are truthful and not misleading. 

+!uv&i 
By: 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: ld/Y/iSf 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
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9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 c F: 503.582.0467 P: 920.469.9099 * f: 920.469.4418 (Phyto) 

October 14,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerely, F  

UP&+ M ch el P. Devereux 
Chief Financial O fficer 
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INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas t PhytoPharmica & 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 
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9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 Q F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 . F: 920.469.4418 (Phyto) 

October 14,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

IP romiseTM spinach were most consistently associated with Spinach Leaf 
1 beneficial effects.* I I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

BY: _ 
Robert C. Doster 

Title: Senior Vice President of Scientitic Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

sh?b@ p *be 

Michael P. Devereux 
Chief Financial Officer 
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INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 

‘4 NF Formulas Q PhytoPharmica sr 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 
__ _____._~ -.__-. ------ 

9755 SW Commerce Circle, Suite B2 

ENZYMATICTHERAPY 
825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 . F: 888570.6460 (Enzymatic) 

lN;:I3RPDRCTED P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 P F: 920.469.4418 (Phyto) 

what Betterfeels like: - 

October 14,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PromiseTM of calcium, which is crucial for healthy bone 
formation.* lnulin and FDS are prebiotics that act as a 
food source to stimulate the growth of beneficial 
microflora (and probiotics) in the intestines. As an 
insoluble fiber also increase stool frequency and stool 
weight. Also shown in clinical studies to enhanced the 
absorption of calcium by 18%.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthll and not misleading. 

By: #uu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /O//Y/.. y 



. 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

&vfui ‘+ 
Chief Financial Officer 

Earth’s Promise 44e 
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NF Formulas + PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas -__-- -__ 

FNZYMATIC THERAPY 
SNCCtRPORATED 
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9755 SW Commerce Circle, Suite Bt 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

- 

ENZYMATIC THERAPY’ 
br 

PHYTOPHARMICA. 
_____.-_ -_.II 
B25 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.137 3 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 4 F: 920.469.4418 (Phyto) 

October 14, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THERAPY 
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INTEGRATIVE THERAPEUTICS INC.’ 
NF Formulas * PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas 
~-_---__I__ 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 t F: 503.582.0467 

ENZYMATIC THERAPY’ 
L 

PHYTOPHARMICA’ 
-- ----.----__- 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

October 15, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, FIFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

IP romise” phytoeskogens, which support immune system, bone 
1 he&h andcardiovascuJar health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #@“i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerelv. 

l&chael P. Devereux 
Chief Financial Officer 
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what Betterfeers uw 

Tyler Encapsulations 4 Vitaline Formulas 
--- 

9755 SW Commerce Circle, Suite I32 
Wilsonville, OR 97070 

P: 503.582.8386 c F: 503.582.0467 

PHYTOPHARMICA’ 
--.-- _----.-- ____ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

- 

October 15, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

[ Promise” been studied for their support of thyroid health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #u@lu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 10 (1s /Oy 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas o PhvtoPharmica ET 

Tyler Encapsulations * Vitaline Formulas 
___.- -_______-__ 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

PHYTOPHARMICA’ 
---.I_ --.- .-.--- ---- ------_ 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 t F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

- 

October 152004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Title: Senior Vice President of Scientific Affairs 

Date: lo moq 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

s.psbq 

Michael P. Devereux 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica L 

Tyler Encapsulations c Vitaline Formulas PHYTOPHARMICA’ 
________-. -----_ .-.-._-- _... .---._^--~..-___ .___._ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 

ENZYMATICTHERAPY Wiisonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic) 

NCORPDRPTED P: 503.582.8386 c F: 503.582.0467 P: 920.469.9099 4 F: 920.469.4418 (Phyto) 

uwt Betterfeers IKE: - 

October 15,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fmnre, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: w @ lec 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 10115 by 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas -__- -__- 
97.55 SW Commerce Circle, Suite 62 

FNZYMATICTHERA~Y Wilsonville, OR 97070 
P: 503.582.8386 + F: 503.582.0467 

ENZYMATIC THERAPY’ 
a 

PHYTOPHARMICA’ 
----___-__-.__ 
825 Challenger Drive, Green Say, WI 5431 l-8328 
P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 Q F: 920.469.4418 (Phyto) 

October 15,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
$!mLec 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas 4. PhytoPharmica dt 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 
-___-__. -__-_---- ____- --- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

FNZYMATICTHFRAPY Wilsonville, OR 97070 P: 920.469.1313 * F: 888.5706460 (Enzymatic) 

INCCIRPEJRATEO P: 503.582.8386 . F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

October 15, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

sumort macroohaae function and NK-cell activitv.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica L 

Tyler Encapsulations c Vitaline Formulas PHYTOPHARMICA’ 
----_---- __-_ 

9755 SW Commerce Circle, Suite Bt 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATICTHERAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

INCURPORATEO P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

what Better@& ILW - 

October 15,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

) PromiseRy’ cholesterol levels &eady within nor&i 
. 

limits.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: w@&i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas 4 PhytoPharmica 

Tyler Encapsulations c Vitaline Formulas 

FNZ~MATICTHFRAPY 
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ww Betterfeels I*: 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

- 

ENZYMATIC THERAPY’ 
6r 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

October 15, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

1 PromiseTM immune, eye, and cardiovascular health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas o PhytoPharmica 6r 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

ENZYMATIC THERAPY 
ihCCRPOl?ATED 
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9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 o F: 503.582.0467 

- 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 .a F: 920.469.4418 (Phyto) 

October 162004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #mu 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /D//C lbLl 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica 6r 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA. 
-__ I____-..-. 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATICTHERAPY Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

INZC~RPORATEQ P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 *I F: 920.469.4418 (Phyto) 

October 16,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate titure, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
p-@&4 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THBRAPY 
INCCIRPCJRPTEO 

WbatBetterfeels~us - 

INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY’ 
NF Formulas 4 PhytoPharmica a 

Tyler Encapsulations c Vitaiine Formulas PHYTOPHARMICA’ 
__-_____. ___-- -.-__--. 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 u F: 920.469.4418 (Phyto) 

October 16, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #J4@lu 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /oh lo”l 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

&Iichael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica a 

Tyler Encapsulations o Vitaline Formulas PHYTOPHARMICA’ 
-----__- --- --__ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 54311-8328 

FNZ~MATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

‘NCURPCRATECJ P: 503.582.8386 e F: 503.582.0467 P: 920.469.9099 c F: 920.469.4418 (Phyto) 

wbatBetter@bns - 

October 16,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: w@di 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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October 16, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of th e act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

RV. -, . . 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: IOhChW 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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October 16,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

( PromiseTM and cardiovascular health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: lO/lC/O’/ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 6 F: 888.570.6460 (Enzymatic) 

INCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

October 16,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Higher intakes of fruit and 
vegetables are associated with 
greater support of the immune 
system.* 

gum seed extract Greens Blend: barley 
grass, alfalfa sprouts, broccoli sprouts, radish 
sprouts, oat grass, wheat grass, alfalfa juice 
concentrate, Fruit Blend: mango fruit, kiwi 
fruit, strawberry fruit, Vegetable Blend: 
broccoli flower, cabbage leaf, carrot root, 
collard greens, tomato fruit, mustard greens, 
kale leaf, spinach leaf, 
Green Tea Leaf Extract, Seaweed Blend: 
dulse, blue-green algae, kelp leaf and stem, 
Stevia Leaf Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

&$#I.? 

By: 
I 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /s//&f 



I 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608.  

@pabe 

Michael P. Devereux 
Chief Financial Officer 
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